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HYDROCHLOROTHIAZIDE TABLETS

DESCRIPTION: Hydrochlorothia ide is o divretic and antihypertensive. Hydrochlorothiazide
is the 3,4-dihydre derivative’ of Chlcrorhiuzida. Its. chemical name s 6-chioro-3,4-
dihydro-ZH-l,i’,A -—benzot diazine-7-sulfoncmide 1,1-Dioxide. its chemical structure is
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is o white, o practically. white, crystalline powder slightly soiuble
soluble in Sodium Hydroxide Solution,

Hydrochlorothy
in water, but/,
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ACTIONS: The mechanism of dction results in"‘an interferance With the ' renal fubylar
mechanism o electrolyte reabsorption. - At maximal therapeutic dosage ali thiazides are
approximately equal in their diuretic potency, The mechanism whereby thiazides function
in the control of hypertension is unknown.

INDICATIONS: Hydrochlorothiazide is indicated gy adjunctiva therapy. in ‘edema dssoti-
oted with congestive heart failure, hepatic cirrhosis ond corticosteroid ang estrogen
therapy.

Hydrochlorothiazide has also been found useful in edema due fo varicus forms of renal
dysfunction as:

Nephrotic syndrome;

Acute glomerulonephriﬁs; and

Chronic rena! failure.
Hydrnchloro!hiuzide is indicated in severe edema when due to pregnancy. (See “*Con-
traindications’” and ““Warnings'* below).

Diuretics are indicated in the management of hypertension either as. the sole therapeutic
agenl or to enhance the effect of other anti-kypertensive drugs in the more severe forms
of hypertension and in the control of hypertension of pregnancy. The drug is also indj.
cated in toxemio of pregnancy (aclampsie); ongina due to congestive heart failure
and/or hypertansion; ond ‘‘drug induced'" edema,

CONTRAINDICATIONS: Anuria
Hypersensiﬁvity to this or other sulfonamide derived drugs.

The routine use of diuretics. in an otherwise hecithy Pregnant weman - with or without
mild edemaq is contraindicated and possibly hazardous,

WARNINGS: Shoulg be used with caution in severe renagi disease. In. patients with renal
disease, Hydruchlorothinzide may precipitate azotemia. Cumulotive effects of the drug

Hydra:hlorothiazide should be used with-caution " in patients with impoired hepatic func.
tion or progressive liver disease, since minor alteration of fluid “and electrolyte baiance
may precipitate hepatic coma,

Hydrochlorofhiazide may be additive - or Potentiative - of the action . of other anti-hyper-
tensive drugs. Potentiation occurs with ganglionic or peripheraj adrenergic blocking drugs.
Sensiﬁviry feactions moy occur in patients with g history of aliergy or bronchial
asthma.

The possibility of exacerbation o activatisn of systemic lupus erythematosus has been
reported.

USAGE IN PREGNANCY: Usage of Hydrochlorothiazide in women of childbearing oge
requires thot the potential benefits of the drug be weighed against its possible hozards
to the fetus. These hazards include fetal  or neonatal jaundice, 'hrambocy!openiu, and
Possibly other adverse reactions which have otcurred in the odult.

NURSING MOTHERS: Hydrochlorothiozide crosses. the placental barriar ond appears in
cord blood and bregst milk.

All patients receiving Hydrochlorothiozide thérapy  should be observed for clinical “signg
of fluid or electroiyte imbalnn:e; namely, hyponmremio, hypochloremic olkalosis, ang
hypokalemia, Serum and urine electrolyte determinations are particuiarly important when
the patient s vomiting excessively or receiving: parenteral fluids, Medication sych as
digitalis may also influence serum electroiytes. Warning sighs, irrespective of cause are:
Dryness of mouth, thirst, weakness, letheargy. drowsiness, restiessness, muscle pains or
cramps, muscular fatigue, hyporension, oliguria, mchycardia, and gostrointesting] disturb.
ances such gs nousea and vomiting.

Hypokalemia may develop with Hydrochlaro'hiazide os: with any "other potent ‘diurstic,
especially with brisk diuresis, when severe cirrhosis js present, or during concomitant use
of corticosteroids or ACTH.

Interference with adequate oraj elactrolyte intoke. ‘will also “eontribute to ‘hypokalemia.
Digitalis therapy may exoggerate metabolic effects of hypokalemia especially with ref-
erence to myocardial activity,

Any chioride deficit js generally: mild "and usually ‘does not require: specific treatment
except ynder extrasrdinary tircumstances (as-in_ liver disease. or renal disease}. Dijy.
tional hyponatremia may occur in edematous patients: in hot weather;. appropriate thera-
PY is water restriction, rather thon odministration of salt except in rare: instances when
the hyponatremig is life threatening. In actual: solf depletion, appropriate replacement
is the therapy of choice.
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Hyperuricemio may occur or frank gout may be: pracipitated in certoin potients recsiving
Hydrochlorothiazide theropy. k
Insulin requirements in diabetic patients may be: increased, decreased, or gn_chanqud,
Latent digbetes mellitus may become manifest during Hydrochlorothiazide odministration.
Hydrochiorothiazide may increase the responsiveness to tubocurarine.

The antihypertensive sffects of the drug may be. enhanced in. the postsympuathectomy
patient.

Hydrochlorothiozide may decrease arterial responsiveness to norepinephrine. This diminu.
tion is not sufficient to preciude effectiveness of the pressor agent for therapeutic use.

If progressive renal impairment becomes evident,. os indicated by & rising nonprotein
sideration given to withholding or discontinuing diuretic therapy.

Hydrochlorothiczide may decrease serum PBI levels without signs of thyroid disturbance,

ADVERSE REACTIONS
A. - Gastrointestinal System Reoctions

nitrogen or blood urea nitrogen, o carsful reappraisal of therapy is necessary with con- .

1. onorexia 7. constipation .
2. gastric irritation 8. faundice {intrahepatic cholestatic
3. noussa joundice)
4. vomiting 9. pancreatitis
5. cramping
6. diartheo
B. ~Central Nervous System Reactions
1. dizziness 4. headache
2. vertigo 5. xanthopsia
3. poarasthesios
C. 'Hematologic Reactions
1. levkopenia 3. thrombocytopenic
2. agranvlocytosis 4. apiostic onemia

D. ' Dermatologic < Hypersensitivity Redctions

1. purpura 5. 'necrotizing angiitis (vasculitis)
2. photosensitivity (cutaneous vasculitis)

3. rash

4. urticoria

E.. Cardiovascular Reaction
Orthostatic hypotension may . occur and may be aggravoted by alcohol, barbiturotes or
narcotics.

F.. Other
T. hyperglycemia 4. ‘muscle spasm
2, glycosuria 5. weokness
3. hyperuricemia 8. restlessness

Whenever odverse reactions ore moderate or severe, Hydrochlorothiozide dosage should
be reduced or therapy withdrown.

DOSAGE AND ADMINISTRATION: Therapy should be indiivduolized according to patient
response. Use the smallest dosage necessary 1o achieve the requirad response.

ADULTS

For Diuresis: The usuol adult dosage is 50 to 100 mg. once or twice o doy. Many pa-
tients with edema respond to intermittent therapy, i.e. administration on clterncte days
or on three to five days each. week. With an intermittent schedule,: excessive response
and the resulting undesirable electrotyte imbalonce are less likely to occur.

In ed and t ia of preg Y, the recommended doscge is 100 mg. daily-er, in
severe cases and for brief periods, 200 mg. daily (in divided doses). Frequency of
use may ronge from once every four days to daily:

For Control of Hypertension: The usual adult starting dose is 50 mg. twice daily. Dosoge
is increased or decreased according to the blood pressure response of the patient. Some
patients moy require 200 mg. daily in divided doses.

Careful - observations for changes in blosd pressure musi bs mads when this compound
is used with other antihypertensive drugs, especiolly ‘during initial therapy. The dosage
of other agents must be reduced by at least 50 per cent as soon as it is odded to the
regimen to prevent excessive drop in blood presiure. . As the blood pressure falls under
the potentiating effect of this agent, a further reduction. in dosage,. or even discon-
tinvation of other antihypertensive drugs moy be necessary.

INFANTS AND CHILDREN

The usual pediairic dosage is based on 1.0 mg.: of Hydrochlorothiazide per pound. of
body weight per day in two doses. infants under 6 months of age may. require up to
1.5 mg. per pound per doy in two doses.

On this basis, infants up to 2 years of uge may be given 12.5 to 37.5 my. doily in two
doses. Children from 2 to 12 years of age may be given 37.5 to 100 mg. daily in two
doses. Dosage in both age groups should be based on body weight.

HOW SUPPLIED: Eoch peach-colored scored tablet contains: Hydrochlorothiazide 25 ‘mg.
or 50 mg.
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NDC 555-19-5
1000 TABLETS

Hydrochlorothiazide
TABLETS, US.P.
25mg.
CAUTION: ‘
Federal law
prohibits dispensing
without prescription.
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BARR LABORATORIES, INC.
NORTHVALE. N.J. 07647
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